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Rapinex™ 
prototype 
Chewable Tab 
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suspension 
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*median for all subjects 0-6 h after dosing (40 mg); 
for Rapinex™ prototype, n=7; Acitrel™ prototype, n=10; Prilosec® n=10 

FIG. 12 
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60 120 
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Control SAN-15 (60 min premeal) 
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*median for all subjects; for Control and SAN-15, n=10; for Prilosec and Nexium, n=8 



FIG. 13 
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pH Control and Upper Gl Bleeding 
In Critically III Patients 




pH<4 
(2 Successive Aspirates) 

OSB-IR-C03 (n=359) 
* 2-sided Fisher's Exact test 
** 1 -sided non-inferiority analysis 



Any Evidence 
of Bleeding 



FIG. 25 



Clinically Significant 
Bleeding 



Median Gastric pH in Critically III Patients Dosed with OSB-IR 
Suspension 40 mg or IV Cimetidine (First Two Days of Dosing) 




c • Number of patients 

1 j 177 165 163 154 167 150 

0 J 177 162 169 149 172 149 

Predose Postdose Predose Postdose Predose Postdose 
Dose 1 Dose 1 Dose 2 Dose 2 Dose 3 Dose 2 
p=0.460 p<0.001 p<0.001 p<0.001 p<0.001 p<0.001 

OSB-IR-C03 (n=359) 

Predose samples obtained immediately before dosing; postdose samples obtained one hour 
after dosing. 

P-values were not adjusted for multiple comparisons. 

The median gastric pH was calculated for each patient for each trial day. The median and 
the 25th and 75th percentiles of these by-patient medians are displayed here. 
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Median Gastric pH in Critically III Patients Dosed with OSB-IR 
Suspension 40 mg or IV Cimetidine 
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Cimetidine 




Number of patients 

177 170 143 124 109 89 73 60 53 43 40 35 31 27 
181 175 157 122 103 88 78 70 59 51 46 39 33 28 



1 



6 7 8 9 
Trial Day 



10 11 12 13 14 



OSB-IR-C03 (n=359) 

The median gastric pH was calculated for each patient for each trial day. The median and 
the 25th and 75th percentiles of these by-patient medians are displayed here. 
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Non-inferiority Analysis for the Difference in Bleeding Rates 
(OSB-IR Bleeding Rate minus Cimetidine Bleeding Rate) 
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PP: n = 303, p = 0.003 Non-inferiority Margin 

ITT: n = 359, p = 0.002 (protocol defined) 

'Boundary of one-sided 97.5% confidence interval. 
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